Department of Health and Human Services

4010, May 2000, Washington Publishing
Company, 004010X096. (Incorporated by
reference in §162.920).

(b) For the period on and after Octo-
ber 16, 2003:

(1) Retail pharmacy drug claims. The
National Council for Prescription Drug
Programs Telecommunication Stand-
ard Implementation Guide, Version 5,
Release 1 (Version 5.1), September 1999,
and equivalent NCPDP Batch Standard
Batch Implementation Guide, Version
1, Release 1 (Version 1.1), January 2000,
supporting Telecommunications Stand-
ard Implementation Guide, Version 5,
Release 1 (Version 5.1) for the NCPDP
Data Record in the Detail Data Record.
(Incorporated by reference in §162.920).

(2) Dental health care claims. The ASC
X12N 837—Health Care Claim: Dental,
Version 4010, May 2000, Washington
Publishing Company, 004010X097 and
Addenda to Health Care Claim: Dental,
Version 4010, October 2002, Washington
Publishing Company, 004010X097A1. (In-
corporated by reference in §162.920).

(3) Professional health care claims. The
ASC X12N 837—Health Care Claim: Pro-
fessional, Volumes 1 and 2, Version
4010, May 2000, Washington Publishing
Company, 004010X098 and Addenda to
Health Care Claim: Professional, Vol-
umes 1 and 2, Version 4010, October
2002, Washington Publishing Company,
004010X098A1. (Incorporated by ref-
erence in §162.920).

(4) Institutional health care claims. The
ASC X12N 837—Health Care Claim: In-
stitutional, Volumes 1 and 2, Version
4010, May 2000, Washington Publishing
Company, 004010X096 and Addenda to
Health Care Claim: Institutional, Vol-
umes 1 and 2, Version 4010, October
2002, Washington Publishing Company,
004010X096A1. (Incorporated by ref-
erence in §162.920).
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§164.102

Subpart A—General Provisions

§164.102 Statutory basis.

The provisions of this part are adopt-
ed pursuant to the Secretary’s author-
ity to prescribe standards, require-
ments, and implementation specifica-
tions under part C of title XI of the Act
and section 264 of Public Law 104-191.

[656 FR 82802, Dec. 28, 2000, as amended at 67
FR 53266, Aug. 14, 2002]

§164.103 Definitions.

As used in this part, the following
terms have the following meanings:

Common control exists if an entity has
the power, directly or indirectly, sig-
nificantly to influence or direct the ac-
tions or policies of another entity.

Common ownership exists if an entity
or entities possess an ownership or eq-
uity interest of 5 percent or more in
another entity.

Covered functions means those func-
tions of a covered entity the perform-
ance of which makes the entity a
health plan, health care provider, or
health care clearinghouse.

Health care component means a com-
ponent or combination of components
of a hybrid entity designated by the
hybrid entity in accordance with
§164.105(a)(2)(iii)(C).

Hybrid entity means a single legal en-
tity:

(1) That is a covered entity;

(2) Whose business activities include
both covered and non-covered func-
tions; and

(3) That designates health care com-
ponents in accordance with paragraph
§164.105(a)(2)(iii)(C).

Plan sponsor is defined as defined at
section 3(16)(B) of ERISA, 29 U.S.C.
1002(16)(B).

Required by law means a mandate
contained in law that compels an enti-
ty to make a use or disclosure of pro-
tected health information and that is
enforceable in a court of law. Required
by law includes, but is not limited to,
court orders and court-ordered war-
rants; subpoenas or summons issued by
a court, grand jury, a governmental or
tribal inspector general, or an adminis-
trative body authorized to require the
production of information; a civil or an
authorized investigative demand; Medi-
care conditions of participation with

45 CFR Subtitle A (10-1-08 Edition)

respect to health care providers par-
ticipating in the program; and statutes
or regulations that require the produc-
tion of information, including statutes
or regulations that require such infor-
mation if payment is sought under a
government program providing public
benefits.

[68 FR 8374, Feb. 20, 2003]

§164.104 Applicability.

(a) Except as otherwise provided, the
standards, requirements, and imple-
mentation specifications adopted under
this part apply to the following enti-
ties:

(1) A health plan.

(2) A health care clearinghouse.

(3) A health care provider who trans-
mits any health information in elec-
tronic form in connection with a trans-
action covered by this subchapter.

(b) When a health care clearinghouse
creates or receives protected health in-
formation as a business associate of an-
other covered entity, or other than as a
business associate of a covered entity,
the clearinghouse must comply with
§164.105 relating to organizational re-
quirements for covered entities, includ-
ing the designation of health care com-
ponents of a covered entity.

[68 FR 8375, Feb. 20, 2003]

§164.105 Organizational requirements.

(a)(1) Standard: Health care component.
If a covered entity is a hybrid entity,
the requirements of subparts C and E
of this part, other than the require-
ments of this section, §164.314, and
§164.504, apply only to the health care
component(s) of the entity, as specified
in this section.

(2) Implementation specifications:

(1) Application of other provisions. In
applying a provision of subparts C and
E of this part, other than the require-
ments of this section, §164.314, and
§164.504, to a hybrid entity:

(A) A reference in such provision to a
“covered entity’”’ refers to a health
care component of the covered entity;

(B) A reference in such provision to a
‘“‘health plan,” ‘‘covered health care
provider,” or ‘‘health care clearing-
house,” refers to a health care compo-
nent of the covered entity if such
health care component performs the
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